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Entry and escape, less than 1 hour 2,750 
Escape only .................................... 2,000 

Gas masks: 
Single hazard .................................. 1,100 
Type N ............................................ 4,100 

Supplied-air respirators .................... 750 
Particulate respirators ..................... 1,250 
Chemical cartridge respirators ......... 1,150 

§ 84.21 Examination, inspection, and 
testing of respirator components or 
subassemblies; fees. 

Except as provided in § 84.22, the fol-
lowing fees shall be charged by the In-
stitute for the examination, inspection 
and testing of the individual respirator 
components or subassemblies: 
Facepieces ............................................ $450 
Canisters .............................................. 900 
Cartridges ............................................. 600 
Filters .................................................. 650 
Hoses .................................................... 250 
Blowers ................................................. 250 
Harnesses ............................................. 100 

§ 84.22 Unlisted fees; additional fees; 
payment by applicant prior to ap-
proval. 

(a) Applications for the examination, 
inspection and testing of complete res-
pirator assemblies which are not listed 
in § 84.20, or for the examination, in-
spection, and testing of respirator com-
ponents or subassemblies which are not 
listed in § 84.21, shall be accompanied 
by the following deposits: 
Complete respirator assembly ........... $1,500 
Each individual component or sub-

assembly ......................................... 500 

(b) The Institute reserves the right to 
conduct any examination, inspection, 
or test it deems necessary to determine 
the quality and effectiveness of any 
listed or unlisted respirator assembly 
or respirator component or sub-
assembly, and to assess the cost of 
such examinations, inspections, or 
tests against the applicant prior to the 
issuance of any approval for such as-
sembly, component, or subassembly. 

(c) The fees charged for the examina-
tion, inspection, and testing of unlisted 
respirator assemblies, unlisted indi-
vidual respirator components or sub-
assemblies, and for the additional ex-
amination, inspection, and testing of 
listed respirator assemblies and compo-
nents or subassemblies shall be at the 
rate of $100 per day for each man-day 
required to be expended by the Insti-
tute. 

(d) Upon completion of all examina-
tions, inspections, and tests of unlisted 
respirator assemblies or components, 
or following the completion of any ad-
ditional examination, inspections, or 
tests of listed assemblies, or compo-
nents or subassemblies, including re-
testing subsequent to disapproval, the 
Institute shall advise the applicant in 
writing of the total cost assessed and 
the additional amount, if any, which 
must be paid to the Institute as a con-
dition of approval. 

(e) In the event the amount assessed 
by the Institute for unlisted assem-
blies, or components or subassemblies 
is less than the amount of the deposit 
submitted in accordance with para-
graph (a) of this section, the Institute 
shall refund the overpayment upon the 
issuance of any approval or notice of 
disapproval. 

Subpart D—Approval and 
Disapproval 

§ 84.30 Certificates of approval; scope 
of approval. 

(a) The Institute shall issue certifi-
cates of approval pursuant to the pro-
visions of this subpart only for indi-
vidual, completely assembled res-
pirators which have been examined, in-
spected, and tested, and which meet 
the minimum requirements set forth in 
subparts H through L of this part, as 
applicable. 

(b) The Institute will not issue cer-
tificates of approval for any respirator 
component or for any respirator sub-
assembly. 

(c) The Institute shall not issue an 
informal notification of approval. How-
ever, if the application for approval, 
submitted in accordance with § 84.11, 
states that the submitted respirator 
and component parts are only proto-
types, the Institute will examine, in-
spect, and test such respirator and 
component parts in accordance with 
the provisions of this part. If, upon 
completion of such examinations, in-
spections and tests, it is found that the 
prototype meets the minimum require-
ments set forth in this part, the Insti-
tute may inform the applicant, in writ-
ing, of the results of the examinations, 
inspections, and tests, and may require 

VerDate Aug<31>2005 10:45 Oct 27, 2005 Jkt 205176 PO 00000 Frm 00514 Fmt 8010 Sfmt 8010 Y:\SGML\205176.XXX 205176



505 

Public Health Service, HHS § 84.33 

him to resubmit respirators and com-
ponent parts made on regular produc-
tion tooling, with no operations in-
cluded which will not be incorporated 
in regular production processing, for 
further examination, inspection, and 
testing, prior to issuance of the certifi-
cate of approval. 

(d) Applicants required to resubmit 
respirators and component parts made 
on regular production tooling, with no 
operation included which will not be 
incorporated in regular production 
processing, shall be charged fees in ac-
cordance with subpart C of this part. 

§ 84.31 Certificates of approval; con-
tents. 

(a) The certificate of approval shall 
contain a classification and a descrip-
tion of the respirator or combination of 
respirators for which it is issued, as 
provided in this part. 

(b) The certificate of approval shall 
specifically set forth any restrictions 
or limitations on the respirator’s use 
in hazardous atmospheres. 

(c) Each certificate of approval shall 
be accompanied by the drawings and 
specifications (and lists thereof) sub-
mitted by the applicant in accordance 
with § 84.11. These drawings and speci-
fications shall be referenced in the cer-
tificate of approval, and shall be main-
tained by the applicant. The drawings 
and specifications listed in each certifi-
cate of approval shall set forth in de-
tail the design and construction re-
quirements which shall be met by the 
applicant during commercial produc-
tion of the respirator. 

(d) Each certificate of approval shall 
be accompanied by a reproduction of 
the approval label design to be em-
ployed by the applicant with each ap-
proved respirator, as provided in § 84.33. 

(e) No test data or specific laboratory 
findings will accompany any certifi-
cate of approval, however, the Institute 
will release pertinent test data and 
specific findings upon written request 
by the applicant, or as required by 
statute or regulation. 

(f) Each certificate of approval shall 
also contain the approved quality con-
trol plan as specified in § 84.42. 

§ 84.32 Notice of disapproval. 
(a) If, upon the completion of the ex-

aminations, inspections, and tests re-
quired to be conducted in accordance 
with the provisions of this part, it is 
found that the respirator does not meet 
the minimum requirements set forth in 
this part, the Institute shall issue a 
written notice of disapproval to the ap-
plicant. 

(b) Each notice of disapproval shall 
be accompanied by all pertinent data 
or findings with respect to the defects 
of the respirator for which approval 
was sought with a view to the possible 
correction of any such defects. 

(c) The Institute shall not disclose, 
except to the applicant or as required 
by statute or regulation, any data, 
findings, or other information with re-
spect to any respirator for which a no-
tice of disapproval is issued. 

§ 84.33 Approval labels and markings; 
approval of contents; use. 

(a) Full-scale reproductions of ap-
proval labels and markings, and a 
sketch or description of the method of 
application and position on the har-
ness, container, canister, cartridge, fil-
ter, or other component, together with 
instructions for the use and mainte-
nance of the respirator shall be sub-
mitted to the Institute for approval. 

(b) Approval labels shall bear the em-
blem of the National Institute for Oc-
cupational Safety and Health and the 
seal of the Department of Health and 
Human Services, the applicant’s name 
and address, an approval number as-
signed by the Institute and, where ap-
propriate, restrictions or limitations 
placed upon the use of the respirator 
by the Institute. The approval number 
assigned by the Institute shall be des-
ignated by the prefix TC and a serial 
number. 

(c) The Institute shall, where nec-
essary, notify the applicant when addi-
tional labels, markings, or instructions 
will be required. 

(d) Approval labels and markings 
shall only be used by the applicant to 
whom they were issued. 

(e) Legible reproductions or abbre-
viated forms of the label approved by 
the Institute for use on each respirator 
shall be attached to or printed at the 
following locations: 

VerDate Aug<31>2005 10:45 Oct 27, 2005 Jkt 205176 PO 00000 Frm 00515 Fmt 8010 Sfmt 8010 Y:\SGML\205176.XXX 205176


